EXHIBIT 1 




Read this, in struction sheet thoroughly before Use. 



HASarias. 

Qreqflpine^fA 

(Modified Jaffa method) 



Code No. 439-5G9 i 0l 



' ma%£!&! f insfefl * f * ln ««« M&tt of Japan 

HA Series CrflalirihB.HA Is The e*p<yi hama a! this product 

Mended U5£ 

• Won of in s^rgm pr uri^^. 

Summitry end eyscplariatta & ths tesi 

CjBljninfl is p^oduca'd gfirecrJy from ra^ns ^phosphace or i?y T h c 

lesiB in the aiagnacfe or uremia sod rend dieses, such aft ,™i 

^flicien^ and nfrphrtHs, find fn rnbnitalrtG wial diSwT 

There are various Golonrwbjc melhbds 'basad en Jiff 9 rraffoh 

Th !C roggenc ptoses a direct a^y *im Jaffe method thai q-v« Mabla 

r«wlto ^RhOfjJ Che intefefenca tarn W w bin. " 

n) Alkaline 

0.10 mclAL socfipff] [Btraborala 
cw'teJrttng iodiirfft hydrbx/da 
(2) Agonal A 

. 0,30 rnol/L periodic acid 
« toiler.- • Bten»tfWowB5-C 
»_,J-- ^^^^.S-irfniiraphafto] (p)cr(c 5'cidl 

containing o^hgn.o/arn'na 
Principle af the method 

When a rifttffe s adcted la dw ^gen^ (ratfrtne in m* ample resC iS 

luaen {Jaffa r«Wtefl>. By measuring the shsortenca chars* □» t he re? 
d^h-grango color conden^if, creatinine in the sample * defined, 

OH" 

Bene and + Creatinine P\w ftprACreannjna coftdeneaje 

Reagem preparatfon and teat procedur0 

hi PrnpsTF Reagent i by m&ine one each bolile or Addiiignat A and 

After preparing the Reagent I, store &1 Ztt'C and uSs within 
Two waake. 

5ae "Precauiifins on assays", 
B?;.Pr©pafane3gftnL2oy^Wn50ft$4acH boffla oUddtfonar 8 and 

After prepanng the £sa£em 2. stora al 2^25 'C and use wrthin 
2. Stsndwii Procedure 



5 



R1 i 330^L 



C5 S«°5^d5^^ no s ^ d ^ S*Mi<pn ^VBUdbfQ Mp^euly) 

<;c*tauiBlion o( creatinine cflr^nlf'ato> 

Ctolaic crBalWna concarrtRsJon l^om the c=)ibraqon curve whon was 
varied ^ohi BLbawhanM ehaa&fi <jl Vibrator. 

^A^Plicaiiort 'la'tiie various fiUamefic flrtafyzars> 

■npyi ^ 9 paramBlsra b^fti\r\g }q (he insirucfi^t qf inainjni^nis 10 
perv>m> (hft rraasu/arnwi. Irtsifljmerti a&pBeauon* ««' awajlahJe upon 



Pwaurlons on procedure t . 

/aj A«?y samples irnrntdl^uly ^ totojon. 

(b) bi£frici(yjps 5iVe$ sfi$htly posjtlw sifoo on I he ass^y. 

(c) Afic^bic add and bifirubin da rwj h'^a slpnlfic^nc efiesfs on ihq 
assay. ....... " . 

Inhering 5ub5lante& .. .. , i% 

(a) HifMnri. cilrsie. oitUelft snd EDfA do .not fcavs a jiflrfficani U , 
fluer^a 0n ih« Baay whan Sri«y ' V « ciseSj ih ! r^'eir usuaf iin^nk ' 

Expected vjafues 

Sisnj^n mate 0.S-1 j mg/c!L fl ) 

(a) Whan purified is assays ^ sbsqrfc^ce Chanfira f fi no, mo>a 

to 0-010 (dEAnin). ' 
ft) Wnto a si^iJard 0 f fl [ w «^entraiio n fatftinire 10 ras/dL) 15' 

When a e$«rnl w/uff) ok un'no of known £ijft=enira<ioo is teHyed iha 
■ asay value fal)a wrfhin iha ranpe Of a: 5% or rhs taw conhenlraifori, 
(3j Precision 

When asampte Jb bes^ m \ lee?, then 5 {IfnftS m a fun t CV is normora 

(4) M^aurabJe ranso 

Up to 25 rno/dL creatinine, [in | he ^ ^ mng ^ a2inilIirtf 

OU Ft?) 



Sp«?nisn 




Urine 


Corpslaiicn 
cadficianl 




f « 0959 (n = 55) 


Regression 

equaliDn 

y ' 


y = 1.023a; - 0-42 




HA Sanas r>as{iranG*HA [ftzfti) 


HA Saras CwaWAfrHA f^/dU 


j 


CrogUnine-Teat wako 
[Ja^o method. 


A producl of CaVhpany A 
(EniymaiiC nisihod. 



precautions ^seaya 

(1) 



(2? 

(3) 

M 

(5) 
£6) 

(?) 



fro not u&a ihe raaganta dsscribed sbova'in any prccaduras o^er than 
ihostj described htircsln. Porfpfnianea c&nnbi bo gua/sfiieed It the 
rEa^ifift? ara uaed fn olhar prdcqdyras w lor olh^f pyrpgses. 
Opefftjc? ibo indryrnanfe astwdmg m opwatofs mjmujd* ur^r ap- 
proprrara cdnditinn^. Consult Ihe Imarumsni rnanirtadure/ lor cJatsfo 
Store lha raaganra uftdfr-ina spwfietf C0nd!;(bns. Do nol uso rMenta 
past tha explfaij&n d*i* ttstcd an each re*o*M obn^nef la to! 
AfW ispqnina lha re^enls. rr r 3 nmormrencied (0 us* tftem wm&di- 
aialy. When lha' opened fMflenls are aorea, «p lh« boiTjes fl ncJ krep 
them under lb* speci/ied CDr?ifi)}an!i. 

Do rtor um [he cwisin*ft and «hor materials m tha pic^ga far my 
purposen athsr lhan Those d&So^bed harefn, 
it ihe contains erf ihe Raagani 1 ii ( Q fr open | cr ewnnM portods, Xh* 
^eapSnl rhay afe?orti carbon diowde fn Ih* *ir tfauang e ^e^cdsa m pH 
and.i{ may gfVC srwa OrVasffly. Ther*rore. lhe'R'aagEfu i sh&dd be 
wored ^ tignpy cJo$ed conJ&'W, 

tfaeCrewWne^noWSdunwfoi vibration. Refer Ed tha insifutcgn ' 
sheei m die CsJj&raror, 



. Pn^ufens for protector? from hazards 

(i) if 'tic' ne^jjcnls «?™ to ea^tac* vviih mouth, pyo of ato. w^t? 0 ff im- 

The Addition^ A ana the pfcnq ^ Bre ' ^ wh|eh ^. , hdl . u 
The Aridibgnri B' the Afctfne are Of whfth pH* nor less 

Precautions on disposal 

(i; When awarding me Agents, expose or ihern afieortfnn is to/ e,r 
national ^jjyrafora. "'I™" 
. Th* Alkaline cmtito 20.2 te!/*hofete (4.34 &/L ^ j^ron) 

The P<trvc Add wntsuna 2 g/L pUv)o Sdti cf iho phenol. 

(3) AIT Ite 0&*»s WudJng raQgeta ahd reqgerft bordea cchusned *CiR 
jjpaclmeft should b* 'apftrieflad poceniafry ihiccpws. 

Precautions on roaulte and gnosis 

This i&tty should r»| oa used as tht Soli d^tmananl tor dimcd diegnHtf. 

References 

0) Fsfainy. Dj L. «ta Eniflgahbu=on 4 Q\ : Clin. ciw.. 17, 595.7^ « fl7 » 
NM=to.32d()B7T) r^^MnKQ} 7 

Ordering fafarmattQn 



Cod* N4. 


Product 






HA SttieS GrBaKnrr^HA 7*1 50 

Alkaline 
Additional A 

Pjcrit Add 
Additional 9 


For SQO task 
3 * 56 mL 

(3 x fw SB mi) 
(2 x for 56 ml) 




G™tin?ra S"Wci-d Selulfon j 
(CSifcarlhfnB: lOmg/dL) 


* k 5ml. 



1 REV.#1 /04ta DDD 00K 

Manufactured by 7~- ' 

Wako Pure Chemical Industries, Ltd, 

Dophomachi ^Chfltan/Chuo-tfo (teat* sdrwusrn: r Q ^ Q * 

Facsimile j +51^203-1517 
^PW^^SfcO^ern .efl.jp 

Distributed by 

Wako DiaoriDStfea Wafco Cheats Gmh H 

Richmond. VA 23237. ir.&A. Sermaw ™ 

Tatejahjije ■ +1^-714-^24 ffi^ , +4 M ia, ^ , „ 



